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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply spectfied above is less than thirty (30| days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C, § 1 33). 

- Any reply received by the Office later than three months after the malting date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)K Responsive to connnnunicatlon(s) filed on Apr 9, 2001 



2a) □ This action is FINAL. 2b) K This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed in accordance with the practice under ExpaA/e Quay/e, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 8-10 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) [ is/are allowed. 

6) K Claim(s) 8-70 is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

lOjD The drawing(s) filed^on is/are a)D accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 DD The proposed drawing correction filed on is: a)0 approved b)0 disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)K All b)D Some* c)0 None of: 

1 . D Certified copies of the priority documents have been received. 

2. K Certified copies of the priority documents have been received in Application No. 08/624,650 . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)n The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachmentls) 

1) ^ Notice of References Cited iPTO-892) 4) Q Interview Summary (PTO-4131 Paper No(s). 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5| O Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s). 4 q) Q Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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Part of Paper No. 5 
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Art Unit: 1646 



DETAILED ACTION 

1. Claims 1-7 have been canceled in Paper No. 3, 4/9/01. New claims 8-10 (Paper No. 3, 
4/9/01) are pending and under consideration by the Examiner. 

Specification 

2. The title of the invention is not descriptive. A new title is required that is clearly indicative 
of the invention to which the claims are directed. 

Claim rejections-35 USC § 112 y first paragraph 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention, 

3a. Claim 1 0 is rejected under 35 U.S.C. 1 1 2, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claim 10 is rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The hybridoma cell line recited on page 22, lines 1-6, is essential to the claimed invention. 
The reproduction of antibodies from the disclosed hybridoma is an extremely unpredictable event. 
The hybridoma with accession number PERM BP-4433, disclosed on page 22, lines 4-6, of the 
specification, must be obtainable by a repeatable method set forth in the specification or otherwise 
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be readily available to the public. The instant specification does not disclose a repeatable process to 
obtain the hybridoma, and it is not apparent if the hybridoma is readily available to the public. If the 
deposits have been made under the terms of the Budapest Treaty, an affidavit or declaration by 
applicants or someone associated with the patent owner who is in a position to make such assurances, 
or a statement by an attorney of record over his or her signature, stating that the hybridomas have 
been deposited under the Budapest Treaty and that the hybridomas will be irrevocably and without 
restriction or condition be released to the public upon the issuance of a patent would satisfy the 
deposit requirement made herein. See 37 CFR 1 .808. Further, the record must be clear that the 
deposit will be maintained in a public depository for a period of 30 years after the date of deposit or 
5 years after the last request for a sample or for the enforceable life of the patent whichever is longer. 
See 37 CFR 1 .806. If the deposit has not been made under the Budapest treaty, then an affidavit or 
declaration by applicants or someone associated with the patent owner who is in a position to make 
such assurances, or a statement by an attorney of record over his or her signature must be made, 
stating that the deposit has been made at an acceptable depository and that the criteria set forth in 37 
CFR 1.801-1.809, have been met. 

Amendment of the specification to disclose the date of deposit and the complete name and 
address of the depository is required. 

If the deposit was made after the effective filing date of the application for a patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
hybridomas described in the specification as filed are the same as that deposited in the depository. 
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Corroboration may take the form of a showing of a chain of custody from applicant to the depository 
coupled with corroboration that the deposit is identical to the biological material described in the 
specification and in the applicant's possession at the time the application was filed. 
Applicant's attention is directed to In re Lundak, 11^ F.2d. 1216, 227 USPQ 90 (CAFC 1985), and 
37 CFR 1.801-1.809 for further information conceming deposit practice. 
Claim rejections-35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form the 
basis for the rejections under this section made in this Office action: 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 8-9 are rejected under 35 U.S.C. 102(a) as being anticipated by Goto et al. (1992) in 
light ofW098/35698. 

Goto et al. disclose a series of monoclonal antibodies exhibiting specificity to plasma cells, 
the antibody MoAb HMl .24 exhibiting the highest specificity to unfixed plasma cell antigens (see 
page 3, lines 3-9). A copy of the comparison of SEQ ID N0:1 (SEQUENCE COMPARISON 'A') 
of the protein of the instant invention to which the claimed antibodies are drawn, and the amino acid 
sequence of the protein in the reference to which the antibody MoAb HMl .24 is drawn, is enclosed 
at the end of this office action. Therefore, the monoclonal antibody disclosed in the Goto et al 
reference meets the limitations of claims 8-9. 
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W098/35698 reference is being relied upon because it teaches the amino acid sequence of 
HM1.24 protein (see SEQ ID N0:1, pages 44-45), the amino acid sequence being an inherent 
characteristic of the protein. Normally, only one reference is used in making a rejection under 35 
U.S.C. 102. However, a 35 U.S.C. 102 rejection over multiple reference s has been held to be proper 
when the extra references are cited to prove that the characteristic not disclosed in the primary 
reference is an inherent characteristic of the thing taught in the primary reference (see MPEP. 
2131.01). "To serve as an anticipation when the reference is silent about the asserted inherent 
characteristic, such gap in the reference may be filled with recourse to extrinsic evidence. Such 
evidence must make clear that the missing descriptive matter is necessarily present in the thing 
described in the reference, and that it would be so recognized by persons of ordinary skill." 
Continental Can Co. USA v. Monsanto Co., 948 F.2d 1264, 1268, 20 USPQ2d 1746, 1749 (Fed. Cir. 
1991). 

In the instant case, the combination of the Goto et al and W098/35698 reference show that 
the monoclonal antibody HM1.24 disclosed against a specific protein in the Goto et al reference, 
anticipates the instant claims, because the HMl .24 protein is 100% identical to the instant protein of 
SEQ ID N0:1 as disclosed by the W098/35698 reference. 

Therefore, the monoclonal antibodies of the Goto et al reference meets the limitations of an 
antibody and a monoclonal antibody to a polypeptide comprising the amino acid sequence set forth 
in SEQ ID N0:1, as recited in instant claims 8-9. 
Conclusion 
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No claim is allowed. 
Advisory Information 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Prema Mertz whose telephone number is (703) 308-4229. The examiner can 
normally be reached on Monday-Friday from 8:00AM to 4:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner^s supervisor, 
Yvonne Eyler, can be reached on (703) 308-6564. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or informal 
communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 



Prema Mertz Ph.ET 
Primary Examiner 
Art Unit 1646 




September 10, 2002 



